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DECLARATION OF MAHESH V. P^TEL. DAVID FIKSTAD, SRINIVASAN 
VENKATESHWARAN. AND CHAND RASHEKAR GILIYAR. AND 



UNDER 37ICJJL 8 1131 



Assistant Commissioner of Patent and Tradem4rks 
Washington, D.C 20231 



I, Mahesh V. Patel, declare as follows: 

1 . I dm a named inventor in the aiove-captioned plication and the subject matter 
described and claimed therein, 

2. It is my understanding that vaiiork claims in die abov^itcited patoit application have 
been rejected in view of US Patent No. 6,294, 1&2 (hereinafter "tiie '192 patent"). It is fiiither my 
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I 

understanding that the '192 patent was filed o{i February 26, 1999, and issued on September 25, 
2001. 

3. I conceived and reduced to practice tihie invention as desaibed and claimed in the 
present application (U.S. Serial No. 10/764,01^) prior to February 26, 1999 along with Feng-Jing 
Chen (who is no longer employed wiA the corjipany and is unavailable). Written descriptions of 
embodiments according to the indep«id«it clai*is of the present application were recorded on pages 
ofalaboratorynotebook dated priortoFebruaiyi26, 1999. Exhibit 2 is a redacted copy of the above- 
recited pages showing conception and reducjtion to practice of pharmaceutical formulations 
containing a Aerapeutically effective amount of a drug, a solubOizer, and a release modulator For 

i 

example, formulations arc shown having a solujbilizer (Tween-20, oleic acid), a release modulator 
(polyvinylpyrrolidone), and a drug (itraconazol^). 

4. I, David Fikstad, declare that I anji a named inventor of the present application and an 

> 

employee of Lipocine, Inc., and that I agree with* and believe the foregoing statements of Mahesh V, 
Patel I also hereby state that I had an obligation to assign to Lipocine Inc. at the time the invention 
described in the present application was made, I 

5. I, Srinivasan Venkateshwaran, declare that I am a named inventor of the present 
i^lication and an employee of Lipocine, Inc.^ and that I agree with, and believe the foregoing 
statements of Mahesh V, Patel. I also hereby staie that I had an obligation to assign to Lipocine Inc. 
at the time the invention described in the presedt application was made. 

6. I, Chandrashekar Giliyar, declare that I am a named inventor of the present 
application and an employee of Lipocine, hic.^| and that I agree with, and believe the foregoing 
statements of Mahesh V, PateL I also hereby state that I had an obhgation to assign to Lipocine Inc. 
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at the time the invention desoribed in the presei it application was made. 

5, We, Mahesh V. Patel, David Fik^d, Srmivasan Venkateshwaian, and Chandrashekar 
Giliyar, declare that all statonrats made herein of our own knowledge are true and that all statements 
made on infonnation and belief are believed to $e true; and further that these statements were made 
with the knowledge that willful, false statements and the like so made are punishable by fine or 
imprisonment, or both, under Section 1001 oflTitle 18 of the United States Code, and that such 
willful, false statement may jeopardize the validity of the application or any patent issuing thereon, 

DATED this 20* day of June, 2006. 



Mahesh V. Patel 



David Fikstad 




0(0 



Siinivasan Venkateshwaran 




Chandrashekar Giliyar 
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Itraoooaz^b -was weighed (5 or 15 ii\g I and added to fonmilotiQn lllfi^ Ulsk and 11^. After vigorous shaking and 
tumbling at 37'C, ooly mst^to aod ] Hfc jo, fbnned dear solution of itraeonaxole free of suspended particles. ' 



FoimulationnUft: 



glycofurol 
Tween-20 
phosphoric «|cid 
edianol 

sodium taurichoJase 
polyvinylpy rolidoiie (PVP 10,000) 



IIIfft4« contains -5 m$ 
eoitfains '-15 mg 



af itra^ooazoia in -0.5 ml MOO mg) of tha 4.J0ve compMiiion, makes it ^10 mg/ml. 
of itf^cmazola in 0.5 ml (525 mg) of die above coniposition. makes it *30 m^M. 



Fonnulation Ill5»: 



Tween-20 
phosphoric icid 

eihanol 

sodium xauricholate 
poJyvinylpy Tolidone (PV? 10.000) 



IIIn.to contains '^5 mg c 
XUttja oontains '^IS I 



Fonnulation Hbe! 



nigofitf kooaaxole 



gtyooflirol 
Twwo-20 
phosphoric icid 
ethanol 
sodium tAuibcholBte 
potyvinylp> rroiidone 



IIIfc49 contates -^5 mg 
nifHt oeat2inB^15ro8 



0.5 g 
0.3 g 
0,1 g 
0.2 g 

100 mg 

saturated by adding 50 mg 



O.Sg 
0.3 g 

O.Ig 
0.2 g 
100 mg 

saturated by adding 100 mg 



of itfa^axole in M)5 ml (-*530 mg) of Ate above corapesitien, makes it ^lO BOg^ml. 

in 0.5 ml (530 mg) of Ae above oonvosition. makes it '•SO ma^ml. 



O.Sg 
0.3 g 
0.1 g 

0.2 a 

100 mg 

(PVp 360,000) saUtfaied by addlnij 25 mg 



of itra^onaaole in ~0.5 ml (500 mg) of the above cempositieQ, makes it ^^lO mg^ml 
of ifpoonaaele in 0^ ml (528 mg) of the above cotnposidoD, makes it ^^JO mgW. 
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Hoipfavric add i9 Oie cause of PVP not solubilized in the exclpJOTtsSuuSn^ 

^ PVP was pre^iolublli^ in glycc fbrol at 200 mg/'g. 300 mg of the1*VP solution, 250 mg of giycoforol 300 
mg of Tweeii-20 and 100 mg of < thanol was mixed ud PVP suyed in solution. Addition of 100 «g of 
pbo^bonc icid to the mixture in luced the fonnation of wKte pivpipiute from the sohitlon. To avoid the 
prodpnatioo of PVP induced by j ihosphoho acid, 200 mg of oleic add was added to the mixture to replace 
phosphonc acxd. To the phoapho "io add.£^ exdpient sohitioa 100 mg of sodium taurodiolate was added 
flmher. At Ihia point, everything stayed in solunon and the solution was used to prepaie ivaconaiole 
IbnulaxioA. 



Fonnulationimi: 



^''ISmgofi 



glyco&rd 
Tween-20 
utcic Hcid 
ethanol 

sodium taukocboiate 

pOlyvinylp^rroJidooo(PW 10,000) 



0,5 g 
0.3 g 
0.2 g 
0.1 g 
100 mg 
somg 



m ~0.5 ml (520 mg) of die above c(»npo9iiifin, makls it -10 mg/mL 
I racmuole in 0.5 ml (520 mg) of the above een^ositien, makes it -30 mgM. 
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